
Mr~RonaldG.Sturtz , ‘I 
Founder ! 
Lid&e Techuologies Corporation , 
32025. Fair Lane 
Tempe, Arizona 85282 

Dear Mr. Sturtz : 

I 

This is in msponse to Yom letter of May 11,2005 to the, Food and Drug Administr&on , 
(FDA) pursuant to 21 U.S.C. 343(r)(6) (section 403(r~6) of the @de@ Food, Drug, and 
Cosmetic .Act (the Act)). ‘Your submission, states that Lidtie T~~.o~o~“~ Corp. is making 
the following claims, among others,*for the product D~~~~~~t~~: 

“[PIor the lowering of peak postprandial bloodglukuse ~ev~~s,.,~ow~~ cholesterol, 
triglycerides...among individuals with elevated,levels.” 
“[C]onsumption of fone capsule before each meal- ha$ reSu&# invery s@nifkant 
reduction in $lucc$e...cholestero;t, triglycerides,,.among indivi s with high initial 
levels.” 

2 1 USC. 343(r)(6) makes clear that a statement include&in labeling er the authority of 
that section may not claim to diaguose, n&gate, treat, cure, .or prevent a specific disease or 
class of diseases. The statements that you are making for this product, ~c~ud~g the name of 
the product @iabeStat) v.!hkh includes a recognizable root-of a disease name, (i.e., diabetes), 
suggests that it is intended to treat, prevent, or mitigate diseases, such a$ diabetes and other 
disorders of blood glucose regulation and h~er~hol~st~ole~a. These claims do not meet 
the requirements of 21 U.S.C. 343(r)(6). These claims th&‘th.is produd is intended 
for use as a drug within the meaning of 23 U.S.C. 321f ), and that it is subject to 
re@ation under the drug. provisions of the Act. If you to m~f3 daims of this nahue, 
you should contact FDA’s Center for Drug Evaluation e=& GDER), Office of 
Compliance, HFD-3 10, Montrose Metro-II, 1 i919 Ro&vill& Pike, Rookville, Maryland 
20852. 
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Susan 1. Walker, M.D. I 
Director + 
Division of &eta@ S~pl~e~t Pm 4 - 
Oflice of Nut&i&al Prod@& ~~~~g ( ‘I 

aud Dietary Su$plements * ‘I 
Ce&er for Foodhfkty 

and Applied N@ritioq 
, 

‘I 

Copies: 
FDA, Center fort Drug Evaluation and Research, Office of Comp&m~e, HFD-3 10 
FDA,. Office of the Associat& Comnissi&xx for Regulatory Affah~, Office of 
Enforcement, HFCy200 
FDA, Los Angeles District Office, Office ?of Compliance,, ~R*P~40 ’ 
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(text of cliaim) “WrOdWing a pat* 
bbcd gbm3e levels, the racy 

cholesterol, 

U.S. Patent 6,am 
U.S. Patent 5,559,142 
U.S. Patent 3,0w,z34m 

Lid&e Technobgies Corp. ~~ name) 

‘Ronald G . Stwtz 
Founder 


